


at

— . AT

—

1

DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

7636
●% J!(.7

49:@

CFSAN PRIORITY-SETTING

MEETING

Wednesday, June 24, 1998

10:00 a.m.

Auditorium
Cohen Building

333 Independence Avenue
Washington, D.C.

MILLER REPORTING COMPANY, INC
507 C Street, N.E.

Washington, D.C. 20002
t-n-, F.r r,-rr



at

.-.

2

Joseph Levitt
Michael Friedman, M.D.

Overview of Resource Allocation/Resource Needs

Joseph Levitt

Panel 1
Joseph Levitt, Robert Lake, Janice Oliver

Phillip Spiller, Terry Troxell, Ph.D.

State Affiliations

Association of Food and Drug Officials
Joseph Corby

Interstate Shellfish Sanitation Conference
Ken Moore

4
4

17

28

34

Broad-Based Trade Associations

American Frozen Food Institute
Bob Garfield 50

Grocery Manufacturers of America
Stephen Ziller, Ph.D. 58

National Fisheries Institute
Robert Collette 66

Panel 2
Joseph Levitt, John Bailey, Ph.D.

Catherine Carnevale, V.M.D., Laura Tarantino, Ph.D.

Consumer Groups

Center for Science in the Public Interest
Michael Jacobson, Ph.D. and 99
Bruce Silverglade

Food Additives

Enzyme Technical Association
Nancy Zeman 120

Calorie Control Council
Richard Cristol 127

Alliance of Food Additive Producers
Pamela Graves-Moore 134
Penni Jones 157
Winnie Baden 160

MILLER REPORTING COMPANY, INC.
507 C Street, N.E.

Washington, D.C. 20002
,-.,.,- \ - . - - ---



at

—

3

Cosmetics

Cosmetic Toiletry and Fragrance Associa
E. Edward Kavanaugh

Independent Cosmetic Manufacturers and
Distributors Association

Focused Trade Associations

International Dairy Foods Association
Cary Frye

In Flight Food Service Association
Joel Simpson and
Carol Heaver

International Sproutgrowers
Nancy Snyder

MILLER REPORTING COMPANY, INC.
507 C Street, N.E.

Washington, D.C. 20002
,.-$nn\  r“r 7>--

.tion
149

176

182

189



at

1—

.- -=

. .

2

3

4

5

6

7

8

9

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

4

~~Q~EEDINGS.—— —-— —

Opening Remarks

MR. LEVITT: Good morning and welcome. We put out

a Federal Register notice about a month ago and we are

delighted with the response we have got. We have a very

good cross-section of speakers. I would encourage people to

not stay only for your presentation but I think an important

part of the day to listen to everybody else’s also.

There is an agenda that has been passed out and so

people can see where they fit on that. We will have up

here, along with me, a rotating set of panel members from

the senior staff in our center.

Just before

Friedman, I just want

that worked very hard

we

to

to

Summers, Lynn Guzens and

Constituent Operations.

minute.

get going and I introduce Dr.

take a moment and thank the staff

put this meeting together; Tracy

her entire group from the Office of

If you could just stand for a

Without further ado, I think we should get going.

It is my pleasure to introduce our Acting Commissioner, Dr.

Michael Friedman. I can tell you he is someone who cares

deeply about the Food Program, has been very actively

engaged and is going to

DR. FRIEDMAN:

Program is an intensely

slug me if I go on any more.

Thank you. My interest in the Food

personal one. But I also have a
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programmatic interest as well. Let me thank everybody for

being here today. I would like to take just a few minutes

at the beginning of this program to go over some general

issues that I would like you to think about.

This public exchange of ideas comes at a critical

time for CFSAN and for the agency. I appreciate people’s

willingness

President’s

paid to the

to participate. With the launching of the

Food Safety Initiative last year, the attention

quality and the safety of the nation’s food

supply has never been higher.

There are good reasons to focus on this issue.

Insuring the nation’s food supply is an increasingly complex

task. The agency faces growing numbers of imported

products, both raw and finished products, the emergency of

new food-borne microorganisms, changes in the demographics

of our population as we age and as we eat out more. All of

this focuses attention on CFSAN, its activities and its

needs.

While the Center has received

mder the Food Safety Initiative in the

additional resources

current budget and

#e earnestly hope we will receive more next year--but that

is a matter being considered by the Appropriations and other

~ommittees at this moment--we need to look

mdgetary considerations in thinking about

:0 help CFSAN best fulfill its missions.
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That is what you will be spending the next bit of

time discussing. I, personally, look forward to hearing the

results of these discussions.

What I would like to address, though, this

morning, very briefly, is sort of the technical basis for

this meeting, that the agency as a whole and the relevant

interest groups, both consumer and industry, need to

communicate

with issues

more frequently and more effectively to deal

of joint interest.

This kind of consideration certainly has been

Ongoing and I am not suggesting that it is a novel idea, at

all. Already, there are a number of points of contacts and

communications and these have improved considerably

recently. But , as the voice of our populus, Congress wants

~s to do an even better job and our own staff wish to do an

~ven more effective job.

Last year, in the FDA Modernization Act, Congress

gave the agency many important tasks. I would like to talk

about just two of those tasks specifically, now. First of

311, FDA was charged with formally assessing the discharge

of its statutory obligations under the Food, Drug and

2osmetic and Public Health Service Acts, and then

determining if there are any obligations that the agency

fails to completely fulfill.

This analysis has been initiated and it is ongoing

MILLER REPORTING COMPANY, INC.
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low . As part of that evaluation, Congress directed FDA to

uonsult with, and here I quote, “appropriate scientific and

~cademic experts, healthcare professionals, representatives

>f patient and consumer advocacy groups and the regulated

industry.

In other words, what I am doing is soliciting your

input as to what FDA is not doing as well as it should and

20W we can improve. Once this analysis is complete, FDA is

iirected to develop and publish a plan for achieving

compliance--and here, again, I quote--with each of the

obligations under the Act.

The first edition of this published plan for

addressing these shortfalls is due in November of this

coming year, November of 1998. We have a great deal of work

to do in the next few months under this obligation. For

those of you who are interested, it is referred to as

Section 406(b) of the FDA Modernization Act.

So I am inviting your

have a lot to do and relatively

hope that today’s meeting is an

consultations that Congress had

participation today. We

little time to do it. I

example of the kinds of

in mind. The Agency

benefits very importantly from the input of those who are

knowledgeable and who have a stake in the effective

operation of the FDA.

You have a perspective about the things that the

MILLER REPORTING COMPANY, INC.
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well as we would like and areas where we

8

we are not doing as

can improve.

Clearly, we do not currently have sufficient resources to do

everything conceivable. So this evaluation must be

balanced, risk-based and key to the best public-health

value.

I ask you to think broadly about FDA’s mission to

promote and protect the public health, help us find the

right combinations of initiatives and improvements that can

advance our mission. Proactively, the agency, itself, has

begun to identify areas where we would like to see

improvements made.

Some of these are obvious areas. Some are less

abvious, but all are fairly complex. Let me, if I may,

raise three of them for you that we have identified, not to

limit your thinking but to give you a sense of the kind of

priorities that we see important and to welcome your input.

First of all, application reviews. This is an

important invisible process for FDA. There is an enormous

effort prior to the filing of an application, and I

recognize that. But reviewing an application to market a

new product is a major activity.

I think you are aware of the fact, and let me

recall for you, that the agency’s workload, as measured by

new applications of all sorts, not just food but of all

MILLER REPORTING COMPANY, INC.
507 C Street, N.E.

Washington, D.C. 2CIO02
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sorts, is increasing at the rate of 12 percent per year for

each of the last five years.

That is a remarkable growth. What that means is

that every six years,

applications doubles.

rate of increase will

In programs

the agency’s workload for new

We have every expectation that that

continue or, perhaps, even accelerate.

not covered by user fees, such as

blood products, animal drugs, generic drugs,

devices, and, of interest to this office, of

medical

course, food

additives, the agency, despite our stable budgets that we

have had in the past, faces erosion of its ability to

perform this

We

posed by the

job.

need to find solutions to demonstrable gaps

steadily rising workload in the face of static

budget projections and the recognition that, for example,

tiith food additives, we are not meeting our statutory

iieadline of review times.

Now, product quality-assurance is a second area

that I think is important to this audience. It is really

highly relevant to many of the considerations that you will

nave . How does the agency assure the high quality of the

~roducts that we regulate. At the beginning of this decade,

the average inspection, and now I am talking about

of problems, for FDA was 17 hours at a facility.

Last year, because of rising complexity

MILLER REPORTING COMPANY, INC.
507 C Street, N.E.

Washington, D.c. 20002
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:orrection processes and other considerations, the average

,nspection more than doubled, 36 hours. In 1990, FDA

>rocessed  nearly one-and-a-half million shipments of

:egulated imports. Today, that number is 4 million and,

~gain, it is going up dramatically.

Essentially, we have had the same number of staff

vorking on these considerations. Through management changes

md improved efficiencies, we have struggled to keep up. I

:hink we have done satisfactorily. What I am concerned

about, however, is that we will not be able to continue to

nake these kinds of performance gains in the future.

We need to find better, smarter, faster ways to

insure the quality of the products that are under our

jurisdiction. This is one of things that I ask you all to

Ielp us focus on.

Let me mention a third area, if I may, and that is

adverse events and injury reporting. I think this is a

truly critical issue. Recently, an article in the Journal

of the American Medical Association pointed out the large

number of people estimated to

the use of drugs. These were

prescribed and properly used.

either die or be made ill by

drugs that were properly

Nonetheless, this was an important consideration.

The economic costs associated with medicine errors is very,

very substantial. There is mis-use or improper use of

MILLER REPORTING COMPANY, INC.
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medical devices. There are errors and accidents associated

with biologic products and we are struggling to deal with

the large number

products for the

of new products and new uses for those

American public.

I think that this has less direct import for foods

but it is not completely divorced from foods. And I ask you

to think about these things. These are three large areas

that the agency has identified as deserving greater

attention.

There are some themes that are woven into that.

Let me just mention a few of the background themes, if I

may. The first and the most important here, something that

is integrated into all of these efforts and underlies

everything we do is our desire, our need, for greater

scientific expertise within the agency.

Please recognize that the National Institutes of

Health continues to pour more than $13.5 billion a year into

basic and applied biomedical research. It is hoped, it is

estimated, that that amount of money will double over the

next five years. That is a widely held consideration.

At the same time, pharmaceutical companies are

investing $21.6 billion a year in research and development.

Medical device manufacturers, another $4 billion a year. I

don’t have good figures for the numbers invested by the food

producers or manufacturers but, clearly, we are talking

MILLER REPORTING COMPANY, INC.
507 C Street, N.E.

Washington, D.C. 20002
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Lbout an incredibly robust period of scientific research.

What this means is that, for each dollar invested

.n research and development, there will be a downstream

:ffect on agencies that must regulate those products, like

:he Food and Drug Administration. First of all, there is

]oing to be this vast flow of products but, secondly, and

:qually importantly, these products are going to be novel

>roducts, new

me produced,

:he agency.

mechanisms of action, new ways in which they

and they present new scientific problems to

If the agency is not fully competent in science--I

ion’t mean just conversationally competent but thoroughly

:ompetent--if  we are not, then we will fall behind in our

ability to make timely,

?ublic-health judgments

great disservice to the

We don’t want

accurate, rational, science-based,

and decisions. That would be a

American public.

to slow the development process, but

we want to do a very good job in discharging our

responsibilities. We are going to work hard to have the

agency scientists, but the clinical scientists and the

laboratory investigators, continue to have their own

scientific expertise, to

own clinical studies and

the top of their field.

This is a very

have access to be able to do their

laboratory studies and to remain at

important consideration for us. We

MILLER REPORTING COMPANY, INC.
507 C Street, N.E.

Washington, D.C. 20002
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will work hard to enrich and maintain scientific

relationships with our sister agencies, especially CDC and

NIH, but all other parts of government as well including

USDA . Important linkages need to be made to form regulatory

bodies, important linkages to academia and important

linkages to industry as well. That kind of collaboration

with all those parties will be necessary.

There are a couple of other themes that I just

want to mention to give you the full range of

responsibilities here. One is a continuing need for

outreach and information. Increasingly, FDA is becoming a

purveyor of information. While we are an agency that has

regulatory authority, and the power to enforce the law, our

decisions are based upon science and we recognize that a

large number of the things that we wish to do require good

information to be provided; provided to the producers,

industry, provided to consumers so that we have the best

scheme that we can.

I think that is one of the reasons why the

guidance documents, the other sorts of guidance that we

provide, are so critical. Additionally, it is very

important that the public receive good, reliable,

understandable information on how to use the products

properly. This is a huge responsibility but one of our most

important missions.

MILLER REPORTING COMPANY, INC.
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How we can do that better, I think, is a real

:hallenge for us, whether we are talking about nutrition or

low to properly use a prescribed medication. I think the

leed for public education is very important.

You recognize that we have important

responsibilities in the food-safety activities. I have

already mentioned some of those. This is one, of the

~ighlights of the administration and one of the most

important things that CFSAN and the agency are engaged in.

No discussion would be complete without at least a

~rief mention of tobacco. This is an important public-

health issue for us. There are several components of our

activities that have been ongoing and will continue to be

ingoing. The courts have been supportive of us in that

regard and our efforts to reduce underage smoking will be an

important activity for the future and an important

investment in the nation’s public health.

I don’t want to just mindlessly catalogue a list

of everything that we are doing. That is not my intention.

My intention is to give you a framework in which to think

about the kinds of things we would like from you and ask for

your specific input.

In the weeks and months ahead, we will be meeting

with stakeholders, constituencies who are affected by the

agency’s decisions. These will be public meetings. There

MILLER REPORTING COMPANY, INC.
507 C Street, N.E.

Washington, D.C. 20002
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We want to have a lot of input but we don’t

15

various groups.

want a totally

open-ended process that could be messy, difficult to

interpret or not guiding us in a useful way.

There are three considerations here. The first is

that FDA does not expect the meetings to find specific

solutions for all the challenges raised by FDA

modernization. Give us the best advise you can. Recognize

that it is interim advice but the best advice at that

moment.

The second is these discussions will be open. The

agency is very receptive to constructive input and

proposals. This is not a sham operation. The third is that

we will make every effort to include the views of

stakeholders in new proposals, but we recognize that, at any

moment in time, there is going to be some tension and it

will not be possible, of course, to satisfy everybody’s

desires.

At the same time, we recognize the

plans that are made today may be very useful

not be useful in the future and we will have

revise those. While we are setting up these

decisions and

today but may

to continue to

mechanisms for

taking in and analyzing the comments, we have already

established the traditional docket to record input and ideas

that people would like to submit to us.

MILLER REPORTING COMPANY, INC.
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May I give you that docket number. That docket

number is 98N0339. We don’t have a way of electronically

assessing, inputting, these comments but you can mail or fax

us any comments that you have. Our fax number is 301 827-

6870. You can mail your comments to the FDA dockets

management and I think many of you have done this in the

past and are familiar with that.

If you miss that, it will be available at other

times and I don’t mean this to be the only opportunity. But

I do want to say that we welcome your input in that regard.

These are very important issues, in general. The issues

that you will be struggling with and discussing are,

~bviously, very important

I look forward,

and very complex as well.

very much, to hearing about the

input from these discussions and what suggestions you will

have from us. And I beg your indulgence after the very good

advice that Joe Levitt gave, that people should stay around

for more than just their presentation. I am not going to do

so and I apologize for that very much because I am supposed

to be someplace else. But it is still good advice and you

all should follow it and do it.

I do appreciate this chance to give you these few

remarks. I do appreciate your willingness to work with us

and provide the kind of input that this open meeting

promises to convey.

MILLER REPORTING COMPANY, INC.
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MR. LEVITT: Thank you very

the tone for

perspective.

worked in or

the meeting and for kind

I know it is hard, from

17

your efforts.

much for trying to set

of giving an FDA-wide

somebody who has

with just about every FDA program, I recognize

that it is hard to really give a good FDA overview because

everybody is focussed on their areas. But we thank Dr.

Friedman for doing that.

Overview of Research Allocation/Resource Needs

Let’s, now, start to focus more in on foods issues

directly. I will talk just a second on the importance of

establishing priorities. A number of people have heard me

in my various talks this spring, what somebody jokingly

called my stump speech, where I have talked about values,

vision, priorities and

I often give

activities are like we

challenges.

the example of too many of FDA’s

are trying to take a hundred pebbles

and push them up a mountain an one mile an hour and, after

fifty years, what do we have to show for it. We have got a

lot of pebbles halfway up the mountain and nothing over and,

really, nothing to show for it.

So I really am going to try to take the opposite

approach, to identify what I call several boulders, get them

dp and over the hill, to focus, to finish and to move on;

chat is, I can say something that all of FDA copes with,

MILLER REPORTING COMPANY, INC.
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certainly the Foods Program is no stranger to that, but it

is an important thing we are going to try to do.

Really, when you stop and think about this

meeting, what I would like you to do is help us identify

what those boulders should be.

I have a couple of slides I want to run through to

kind of further set the stage. You will enjoy the splendor.

This meeting room is what they call a BYOS, Bring Your Own

Screen, and so we are a little into home movies here.

[Slide.]

In terms of what we are trying to do today, we are

trying to

people to

look at priorities across CFSAN. I have asked

focus

there have been

outside of Food Safety Initiative because

lots and lots of public meetings focused on

Food Safety Initiative and I

everything else.

To the extent that

want to kind of make time for

people want to talk about food

safety, that is fine. I would just ask you to focus on FDA-

specific issues and not issues involving other agencies. As

Dr, Friedman said,

fulfillment of the

reach out and meet

through,

[Slide.]

this also is part of our general

mandated under the Modernization Act to

with stakeholders.

I have got a couple of graphs that I want to run

and let me take a minute with it. I tease myself

MILLER REPORTING COMPANY, INC
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about when I was asked to take over the program, I had

worked in FDA for twenty years. I know exactly how big

CFSAN was. CFSAN had 1,000 people. I knew that. Everybody

else knew that. I guess I must have a time warp for when I

started because when I started, twenty years ago, in 1978,

sure enough, CFSAN had 995 people. I am going to round up

and call that 1,000.

But what has happened, and this chart just covers

full-time equivalents or essentially people in the program,

but , in FDA, in general, and Foods is similar to that,

virtually all of our money is in payroll. So this very much

reflects at least how we see our resource base.

The first think you see is that, for ten years,

there was a cut every year for ten years. That was part of

the general downsizing of government during the 1980s but

YOU can see it hit the Food Center particularly hard, and

YOU can see one year in the middle which

Sraham Rudman

3 steeper cut

iiecline.

The

out is in the

year, if we look back, for

than in other years, but a

was probably the

when there was even

ten-year constant

second thing that is not obvious but I point

middle, where you start seeing some increases,

they were very targeted increases for very specific reasons.

And so there was an increase for imported foods. There was

an increase for seafood. There was an increase for NLEA for
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Iutrition Labeling and Education Act, and there was a most

-ecent increase in this year for Food Safety Initiative.

Even with those increases, we still have

!0 percent. We are still started this year at 791. We

;till are 20 percent smaller than the memory I had which is

]robably the memory that a lot of you have because the FDA

>udget is presented more as a whole or as a foods program

vhich includes the field. And it is hard to tease apart for

mblic understanding of what the resources of the center

me.

So that is one thing to look at. Now , there is

mother thing to look at which is how much people in the

~enter look at it.

[Slide.]

If you take out those four areas that I mentioned,

if you take out the increase of imports and seafood and

~utrition and Food Safety Initiative which are important

Dut , nevertheless, very specific increases, if you look at

the general base of the program--so if you are working in

food additives, if you are working in color additives or

cosmetics, if you are working on Codex or if you are working

on food standards, you are working on pesticides, you are

working on the Milk

of activities, this

You don’t

Program, you are working on any number

is how your world looks to you.

have a 20 percent decrease, although
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:hat would be enough. You really are down to 666. You are

:eally down to a full 33 percent decrease. As I said, if

~ou talk to people in the center, that is just naturally how

:hey feel because that is how their program has gotten cut,

m average; some more and some less.

[Slide.]

Now , at the same time, of course, while budgets

uere going down, additional responsibilities were being

Jiven to us, and this lists the major pieces of legislation

involving the Foods Center; infant formula, pesticides,

lutrition and labeling, dietary supplements, Food Quality

?rotection Act on pesticides, and, of course, the

~odernization Act from last year.

So we have those sets of FDA and food-specific

Legislation. We also have, as companion to that but it is

Kind of hidden, all of these general international trade

~greements which carry with them their own additional

responsibilities. This is something that I know that has

had a lot of interest outside, but I can say it is kind of

below the surface because it doesn’t say Food and Drug on

it .

It doesn’t say Food Safety on it. It says, WTO.

Or it says equivalency. or it has words like that. But

what that means is that those also are additional

obligations we are having to do.
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So what FDA is realizing more and more is you put

all of this together and you can’t help but reach the

conclusion that there are significant gaps from what we

have, in terms of resources, for what the world’s

expectations are. There is a gap between the ability to

deliver and the expectations to deliver.

So what we need to do is we need to try in helping

to bridge that gap. One of the areas is, “All right; what

are we going to do?” I was at a meeting. I was down at IFT

in Atlanta earlier this week and I kind of walked in at the

end of the one of the presentations because I was on the

next panel.

One of the presenters, just from a food company in

charge of research, said, “You know, in my research program,

I have got to set priorities. That means that some of the

things that people want to do aren’t going to get done but

it means some things are going to get done well.” I said to

myself, “Wow; I want to tape that. I want to replay it at

the beginning of our public meeting on Wednesday, ” because

that is exactly the theme that we have to do if we are going

to succeed.

[Slide.]

In terms of priorities, people ask me, “What do

you mean by priorities?” When we looked at regulations,

this is kind of how we have scoped it out. We say, number
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me, if it is a regulation that is going to enhance consumer

safety, that has got to be first.

the

Lc t

top

you

That is, after all, why we are here. That is why

Food and Drug Administration exists. That is why the

was passed in the first place. That has got to be our

priority and a lot of the Food Safety Initiative issues

will see in there.

Number two, what is mandated by statute. Number

three, health-related labeling, nutrition issues, health

claims and so forth. Four, things that improve efficiency,

something, I would say, like our proposed GRAS notification

process of a year ago. That is something that is going to

improve efficiency. It is going to help the whole system

run well. We need to give priority to that.

Finally, not withstanding those four categories,

there will be other things that have major positive impact

and we want to be able to identify those. Again, that is

what we want you to kind of do with us today.

[Slide.]

We have listed six questions in the Federal

Register that I want to call people’s attention to and hope

that you will try to address as we go through. Number one,

are there safety issues not being adequately addressed. If

there are, we want to know it. We certainly think that the

Food Safety Initiative and other things, we have that
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;overed. But , if we don’t, please tell us. We want to

mow.

Number two, what should be the top Priorities

)eyond the implementation of the President’s Food Safety

Initiative. In all my other speeches, I have a slide that

;aysr on priorities, when you have a Presidential

initiative, you know it is first. It is food safety, food

safety and food safety.

But, beyond that, we have an entire program of

activities.

>eyond that.

lp or do you

What do you think should be the priorities

Criteria; do you like the criteria I just put

think other criteria are more appropriate.

[Slide.]

Four, what are the highest priority areas for

research. We

science-based

of that. But

believe that it is essential to have a

program and that research is a critical part

we can’t do everything. Where can we best

direct our research efforts

things that are unique that

not being done other places

so we are getting dividends,

need to be done here that are

and are critical to our mission.

Number five, international activities, what is the

priority of those. I mentioned WTO, equivalency, Codex. I

think we recognize these are important but also they are

expensive, they are far away, they take time. Where can we

best target our efforts so that we get the most payout out
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>f it.

Finally, I asked a question about economic fraud

md the food supply

:hey fit? They are

competitive issues.

~hat so I thought I

or economic issues generally, where do

not safety issues. We know

But I get a fair amount of

would put the question out,

it fit in the scheme.

[Slide.]

We are establishing, and this meeting

they are

questions on

where does

is the

formal kickoff of it, what I call an open participatory

?riority-setting process for Fiscal Year 1999 and beyond

tiith a goal of establishing blueprint for our priorities.

fle will be taking

following through

priority process,

fall for foods in

that Dr. Friedman

today’s and tomorrow’s

internally through the

and we will

addition to

mentioned.

be putting

meeting and

summer in our

something out this

the general plan for Congress

[Slide.]

Finally, I want to just jump back, if you will

allow me, very quickly, to leave one slide up there for a

couple of minutes, which I misplaced as I ran through the

slides, and that is really what does all this come down to?

As we are looking across the Foods Program, the central

issue I want to keep coming back to, and folks can prepare

themselves for, because when you are sitting up here, it was
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3oing to keep being my question, where do we do the most

3ood for consumers.

That is why the FDA is here. Where do

nest for consumers across all these areas. That

we do the

is why I

<eep focussing on safety. That is why

~ealth-related issues. Please help us

#here we are going to do the most good

I keep focussing on

focus on that and

for consumers. That

is, I think, where we will be successful.

That completes my slide presentation. Let me just

say a couple of other things and

-neeting kicked off. This is how

People have the agenda out there

then we will get the

we are going to do this.

and so what we are going to

do is we will have a series of panels--I hate to call it

Congressional hearing style because I hope the atmosphere is

considerably different.

But , nevertheless, we have tried to group people

that have similar kinds of issues that will be doing

presentations as a group. We will

along with me, a rotating panel of

center.

What I would like to do,

have, up here, sitting

senior staff from our

and this is maybe a

slight modification, is when we get up here for each group,

I think I would like each presenter to do their presentation

and then we will have question and dialogue as a group.

There will be a little bell and a little sign that goes off
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iecision should be codified in a regulation.

In addition, such regulations should specify that

~ealth and nutrition claims based on authoritative

~tatements of other government agencies are limited to

statements that were intended to constitute dietary

recommendations. Statements made for other reasons or other

purposes, such as in the middle of a scientific paper, could

result in misleading label claims if they

industry and accepted by the government.

are pursued by

A third labeling issue is that many labels feature

claims that can deceive people who are trying to choose more

healthful foods. These deceptive labels are traditionally

looked at as economic fraud but it is really health fraud,

also.

For instance, some

with whole grains, something

possibly reduce our risks of

in fact, they contain mostly

foods imply that they are made

we should be eating more of to

cancer and heart disease. But ,

refined grains, white flour.

Other labels imply that foods are made with lots of fruit or

a pure fruit yet they contain small amounts of fruit or are

made mostly with denatured fruit juices, apple juice or

grape juice.

For decades, the FDA has said that it does not

have the resources to police label claims that do not

introduce a direct health threat. But such claims are still
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)asically defrauding consumers and oftentimes cheating

:onsumers out of the nutrients they think they are getting.

One product that comes to mind is 100 percent

:preadable fruit. A naive consumer would think that it is

~ctually 100 percent fruit. It isn’t. It is mostly fruit

juice, probably grape juice.

It is high time that the FDA made it clear to the

Eood industry that deceptive claims are simply illegal.

2SPI filed a petition

Labels, none of which

>ressure stopped food

~hose claims.

in 1995 that cited numerous deceptive

the FDA has stopped although public

companies from continuing some of

If the FDA won’t stop deceptive claims, it should

cell the public that it is not policing this area and then

it should work closely with state officials who collectively

night have the resources to protect the public. The FDA,

also, obviously, should do what it can to stop outright

adulterated products such as juices that contain no juice or

honey that is not 100 percent honey.

Moving on to the area of dietary supplements, the

FDA is burdened with a weak law that limits the agency’s

authority to protect the public from unsafe and misleadingly

labeled supplements. The agency should build a record

detailing the need for greater authority.

In addition, the agency should adopt a containment
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:trategy that helps insure that problems with the regulation

)f dietary supplements do not spread to the regulation of

lealth

Irugs.

claims for foods or to the safety and efficacy for

CFSAN should start by monitoring carefully the

notifications of proposed structure and function claims and

)pposing questionable ones.

In the area of food additives, we are concerned

~bout the rigor of FDA’s approval process. Most additives

serve little health purpose and are completely unnecessary

:0 the food supply. Additives should be as close to

>erfectly safe as possible. However, at times, it seems

:hat the agency has turned the law on its head. Instead of

cequiring the company

sertainty of no harm,

?rove harmfulness.

Olestra and

to establish safety to a reasonable

it seems that others are required to

acesulfame K are recent examples, but,

>ver the years, the FDA has bent over backwards to excuse

?roblems with a variety of food additives. Also, with

regard to food additives, we hope that CFSAN will defend the

Delaney clause. That law is essential to protecting the

public’s health. Without it, industry toxicologists and

statisticians will find all sorts of creative ways to prove

that cancer-causing chemicals are actually quite safe.

As a subset of food additives, the FDA should

carefully watch GRAS chemicals. The FDA has proposed
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-educing the scrutiny of GRAS substances by asking for just

Notifications accompanied by brief documentation. We think

:hat that could be very dangerous.

We recently filed comments on one particular food

~dditive that a company is using as a GRAS substance, a fat

:ubstance

]roblems.

:ubstance

~irtually

called salatrim, that we think poses some safety

But the acceptance of salatrim as a GRAS

suggests how easy it is to market a chemical with

no FDA scrutiny.

If the FDA formally said, “we are not going to

~ffirm GRAS petitions, “ I think you are opening the doors

~ide open to

rood SUpply.

On

reconstitute

~redibility.

problem chemicals gaining easy access to the

a somewhat broader issue, the FDA should

its Food Advisory Committee to increase its

The committee has long been loaded with

industry consultants and even industry employees. That

committee should include many more bright and independent

nembers whose top priority, as evidenced by their career

history, is protecting the public’s health. The committee

must also include consumer activists to balance the industry

activists who have routinely been members of the committee.

In the area of international affairs, we are

concerned that the FDA is allowing trade concerns to

supersede health concerns. CFSAN should be working hard to
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Administration’s trade policies are

the Food, Drug and Cosmetic Act, not the

other way around.

Also, it should be seeking to further the

objectives of the Act by advocating that safety and labeling

standards be harmonized internationally in an upward

fashion, not a downward fashion, to reflect the best, not

the most mediocre, consumer-protection and public-health

requirements from around the world. That clearly is going

to be an area of greater and greater interest.

One thing that should not be a CFSAN priority is

eliminating food standards. Consumers need those food

standards. Much of the food industry supports those food

standards. The FDA should not be wasting any resources to

do any kind of systematic review and elimination of the

standards.

Finally, we recognize CFSAN’S financial

constraints. I applaud you for discussing earlier today the

financial bind that CFSAN has been in increasingly over the

past twenty years. We urge CFSAN to seek additional

funding, either through general revenues or by imposing

registration fees on food manufacturers. Small fees can go

a long way to raising tens of millions of dollars.

Over the last twenty years, as I believe you

pointed out this morning, the Center has actually
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experienced a 20 percent decline in staffing. The public

cares deeply about food safety and honest labeling and I

think would clearly support a greater budget.

But CFSAN, the FDA and the Administration must

make sure the public knows that CFSAN simply does not have

the resources to insure a safe and honestly labeled food

supply . I think your statement this morning is a good trial

run, floating a trial balloon, about the limitations and

resources, but it is the kind of thing that I think the

Administration needs to make many more sales pitches on

before many more cameras to get the word out to the public

that CFSAN simply cannot do its job without further

resources. So there; trying to get more money in your

pockets.

MR. LEVITT: Very good. Thank you.

Bruce, do you have anything prepared to add?

MR. SILVERGLADE: No. I am just here if there are

any questions.

MR. LEVITT: First of all, thank you for coming

today and for having a nice list for us to work with. Let

me start with the whole area of health claims and

notifications that you mentioned there. I want to be sure I

heard it right. You said, Mike, that the health claims that

we had approved so far, by and large, were good ones. Are

there additional ones lurking out there that you think
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ieserve greater attention than we have got?

DR. JACOBSON: We haven’t

~hat. It is the kind of thing that

~hink about. But when you consider

been thinking about

would be well for us to

the major dietary

?roblems in this country are too much fat, too much

=aturated fat, too little fiber, too much sodium and so on,

~learly the ones that the FDA has issued are very important

Ones and ideally would be used much more by the food

industry.

MR. SILVERGLADE: I think the point we are trying

to make on the original health claims is the first eight or

nine, depending on how you count them, were general claims

about generic dietary patterns that Americans should follow

for better health. The last couple of approved health

claims dealt with oatmeal, essentially one type of food

product.

The most recent amendment dealt with psyllium and

there is only, to our knowledge, one nationally available

brand-name food in the United States that contains psyllium,

a brand of cereal. What we disfavor, and I think most of

the public-health community disfavors, is that approval of

health claims for specific food products.

That is not what we believe the law was intended

to facilitate and we believe that that is not the best way

25 to assist consumers in improving their diets because a
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discussing fiber and heart disease if it is a general

that could be used on many food labels rather than a
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claim

specific claim that can only be used on one brand name of

food because it would be

consume.

DR. JACOBSON:

more sources of fiber for them to

Advertising Age recently made fun

of the oatmeal claim which is being used in Cheerios ads and

I think Cheerios labels where the ad says if you eat three

bowels of Cheerios a day, you can get a 4 percent reduction

in cholesterol levels. It says, “Well, how many people are

going to be eating three bowels of Cheerios every day of

their life to get that kind of a minimum benefit?”

MR. SILVERGLADE: On the other hand, the agency,

since 1993, has had an improved health claim for diets rich

in foods containing soluble fiber, and that could be cereal

and many other foods. That type of generic health claim

gives consumers a better education in nutrition and how to

improve their diets as opposed to steering them to one type

of food.

MR. LEVITT: The second question; international.

this morning, we heard a lot of interest in the

international area for some industry representatives. In

addition to your general statement of we ought to use the

international area to harmonize up and not down, are there
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any specific kinds of international goals that we ought to

be pursuing affirmatively?

MR. SILVERGLADE: I think, within the

Administration, FDA needs to be a spokesperson for public

health. The whole drive behind international harmonization

are trade concerns. In the U.S., that means increasing our

agricultural exports and making it easier for companies to

do business across

That may

borders.

be fine from an economic standpoint but

it has nothing to do with FDA’s public-health mission. FDA

needs to be there as a break on the process to say, “Wait a

second. We have to put public health here, if not first, at

least equal to trade concerns. ”

Frankly, other agencies within the Administration,

such as the Environmental Protection Agency, have been a

better advocate than FDA. EPA representatives come to

Administration meetings, intergovernmental agency meetings,

and they

concerns

speak up on behalf of consumer and public-health

more than FDA.

On the other hand, of course, you have USDA which

is just totally advocating increasing exports as represented

by the Foreign Agriculture Service, and so forth. So we

hope that FDA is a strong voice within the Administration

for public health.

The other point I would make is that now that we
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global economy,

now that we are
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and there is no question that we

bound by international agreements

:0 harmonize regulatoq standards in the area of food

:egulationr this presents not only a threat but an

opportunity because if we are going to go about harmonizing

:egulatory requirements, we can go up or down.

We can look for the lowest common denominator and

say that is the common

international standard

level and that is what the

will become, or we can shop around

:he world and say, IIVarious countries have interesting

regulatory requirements that may protect their consumers

~etter than we are currently protecting American consumers, “

md these other requirements for other countries might serve

as a model for the United States.

high, we

stronger

While our current requirements may not be that

should raise our requirements and advocate the

requirements to become the international standard

md a model for the U.S. Certainly, in the area of dietary-

supplement regulation, it is a clear example.

But , unfortunately, FDA personnel go to

international meetings such as those of the Codex Committee

an Nutrition and advocate the current dietary-supplement law

in the U.S. While we have to follow that law in the U.S.,

nothing in that law says that we have to advocate that

internationally, that FDA has to advocate that
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internationally to facilitate trade. So that is a good

sxample.

MR. LEVITT: Let me share some time with my

~olleagues.

DR. CARNEVALE: I guess I will stay on the

international area for just a moment. I appreciate your

sending me the recent CSPI report on food labeling where

actually did a comparison of food labeling approaches in

other countries compared with that of the U.S. It is

113

you

actually a quite interesting analysis so there is some free

advertising for your report. That is just a comment.

I also would wish that, perhaps, you could

slaborate a little bit on a statement that you said right at

the beginning where you said that consumer interest should

weigh heavily on what

caveat that it should

received.

we do at FDA. And then you added the

not be based on numbers of letters

DR. JACOBSON: I didn’t say weigh heavily. I just

said it should be factored into a priority setting.

DR. CARNEVALE: If you could elaborate a little

bit.

DR. JACOBSON: If you have millions of people

concerned about something and some number of members of

Congress, perhaps, I think it is something that deserves to

be looked at even if it didn’t show up on an intra-agency
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ist of the ten highest priorities and I don’t know of a

pecific example of that.

DR. CARNEVALE: Let me put it a little more in

:ontext. This morning, we heard a fair amount about setting

mr priorities based on risk, risk-based priority setting.

: guess I am interested in how you see this compared to that

:ype of priority setting.

DR. JACOBSON:

:omething should be the

I think the health impact of

top priority. And then economic

.mpact should also be considered,

:onsumers should be considered as

:he agency would come up with ten

economic impact on

a major priority. Maybe

priorities based on that

out if the fifteenth priority is something that millions of

?eople care deeply about, are affected by, but it is not--I

ion’t know; reactions to MSG, perhaps. I am not sure if

:hat is a great example but it is something that wouldn’t be

in the top ten list of health threats or economic problems

to consumers.

But if you had tens of thousands of people writing

to the agency saying, “This is something you have got to

deal with; it ruins my quality of life even though it is not

sending me to the hospital, “ then I think that needs to

factored in. Maybe it needs to be pushed up to No. 13.

am not sure.

But it is something that if you have a mob at
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~alls of FOB-8, you should pay some attention to the

.nterest in the consuming public.

DR. BAILEY: I would like to ask a quick question

~bout the Delaney clause. There is ~ite a differing

]pinion in the scientific community about where we are in

mderstanding mechanisms and how we can make decisions and

~pply risk assessment. It is beyond my knowledge of it to

:omment on the science, but I would like to ask, do you see

~ framework where Delaney could be altered and still

>reserve the important public-health decisions that need to

~e made.

DR. JACOBSON: It might be. I could envision

~omething, a chemical that causes cancer in rats, through a

nechanism because the rat has an enzyme that converts the

nhemical, an otherwise safe chemical,

numans don’t have and it simply could

humans.

into a carcinogen that

not cause cancer in

If it were demonstrated that that is the only

mechanism by which it causes cancer in rats that that would

suggest that there could be an amendment saying that if the

animal studies, whatever studies, are irrelevant to human

concerns with a very high burden of proof, then that could,

conceivably, be an appropriate exemption, adding that to

other exemptions from Delaney.

But converting Delaney into a risk assessment,
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always find
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lot of creative statisticians out there who will

some way to meet the one in a million, or

whatever number you want to choose. So the Delaney

~mendment doesn’t always make scientific sense but, as a

public-health protection, I think that it has worked

reasonably well and it sends a signal to industry and to the

administrators that health is the top concern that if a food

additive, a generally unnecessary chemical, introduces any

risk of cancer, it shouldn’t be tolerated.

We haven’t addressed cosmetics at all, and I don’t

know if anybody out there today or tomorrow will be

addressing it, but I think it is unfortunate that the laws

are not stronger. The burden is so heavily on the FDA to

find problems and then get rid of them.

There was a nitrosamine problem twenty years ago,

fifteen years ago, with awesome levels of nitrosamines in

cosmetics introducing a cancer threat. Ideally, FDA would

seek stronger legislation. This is not the most propitious

time for that. We probably have to wait for a crisis but I

would like to build up your little division, also.

DR. TARANTINO: Your comment about the GRAS

notification; I know we have your comments, but I wanted to

make sure I knew what you had said today. It sounded as

though you were suggesting that we ought to maintain GRAS

affirmation as such. I suspect you are aware, and this is
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bout priorities--I know you are interested in

ore time looking at food-additive reviews and

he problems with the process that we have now

robably has discouraged people from coming to

117

our spending

that one of

is it

us because of

ffirmation process,

ong.

One of the

the rulemaking and such, has taken so

notions of notification was to get more

elks in to us so that we

he market. When you say

would know more about what is in

affirmation, are you proposing the

ystem as it exists now with the rulemaking or are you

.eally talking about scrutiny no matter how it takes place

~dministratively?

DR. JACOBSON: I think these chemicals need

;crutiny. So far, there really hasn’t been a great deal of

;crutiny. I think the FDA may be acknowledging resource

:ealities by saying, “Just let us know and we will track you

Iown if we don’t like it.”

:0 go the

sertainly

But , in a way, that is an invitation to companies

GRAS route rather than the food-additive route. I

could envision Procter and Gamble having done that

tiith olestra, saying, “It is not absorbed; it is safe. “ So

things kind of work both ways.

In terms of companies informing the FDA of what

they are using without the FDA’s knowledge, maybe there are

~ther ways to do that. But one certainly would like to
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:now.

DR. TMTINO: Thank you.

MR. LEVITT:

lust one comment after

~ couple of times this

I have one more question and then

that. My cpf?StiOn, and I asked this

morning, a year from now, if we

~econvene a year from now, if you could identify maybe two

>r three maybe medium-sized boulders that it would be nice,

3 year from now, to see

DR. JACOBSON:

done or merely complete.

Trans-fat labeling is an easy one.

4s I understand, CFSAN was supposed to be

~hat, but just nothing happens, it seems.

Eor the FDA to find, and if FDA can’t, we

doing something on

It should be easy

can help, half a

~ozen deceptive labels. You should hold a press

with those products explaining to the public and

industry why the labeling is deceptive, choosing

conference

the food

examples

that represent, perhaps, larger issues than one obscure type

of deception. In our 1995 petition, we gave a few examples

like that .

MR. SILVERGLADE: I would just add final rules on

the new health claim notification procedures under the

Modernization Act that require that new notifications be

immediately placed on the public docket. We understand that

that is going to be the practice--the FOI office told us

that is going to be the practice but we would like to see

that codified by regulation.
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Final rules on obstruction function claims for

.ietary supplements. And, just, again a word in

nternational issues, that every time the President says

hat he will protect, or seek to protect, labor and

environmental concerns when negotiating trade agreements, it

rould be nice if he said, “Labor, consumer and environmental

:oncerns,  “ including FDA’s work.

DR. JACOBSON: One last one would be

-econstituting the Food Advisory Committee.

MR. LEVITT: This may not be exactly the same

Joint you were mentioning but the Food Advisory Committee

las membership renewals and about a third of the people

rotate off about every year. I just gave certificates to

seven people which means we are in the process of recruiting

md identifying. So if you or other people in the audience-

-I’m sure you know the process and announcements, but as

Long as it is raised, I want to be sure that people know

~here is any opportunity to suggest names.

That is the best way, for people that want us to

:ry to think of different places and different kinds of

axpertise, by all means, give us specific names so we can

follow up on it and evaluate.

With that, let me thank you very much for your

participation. Again, I hope that you are able to stay and

hear some of the other speakers as well. We will welcome
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ny additional specific written submissions

e are going to hold that open for 30 days.

Again, we thank you very much.

DR. JACOBSON: Thank you.

120

for the record.

MR. LEVITT: Our next panel is going to be devoted

o food-additive issues. We have a representative from the

nzyme Technical Association, a representat~ve  from the

alorie Control Council. And we have an additional

epresentative not on your printed agenda from the Alliance

f Food Additive Producers.

If my notes are right, I have Nancy Zeman and

:ichard Cristol and Pamela Graves-Moore. Let’s just start

rith Nancy and we will move right down. We are giving you

lbout seven or eight minutes for presentation. If you start

Ioing over, you will see a little sign held up right there

.n front of you.

Food Additives

Enzyme Technical Association

MS. ZEMAN : Good afternoon. I am speaking on

~ehalf of the Enzyme Technical Association. I would like to

:hank you for the opportunity to present the views of the

3TA with respect to the program priorities for CFSAN.

ETA is a trade association

najority of enzyme manufacturers and

United States. As such, ETA members

composed of the

distributors in the

are directly affected
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by the priority decisions that are being discussed here

today.

ETA recognizes that the center faces many

difficult decisions in the coming months and years.

Obviously, as was pointed out in the Federal Register notice

announcing this meeting, funding and resources for the

President’s Food Safety Initiative is a top priority for the

center.

However, in addition to this important initiative,

ETA would like to point out four additional areas that

demand immediate attention and provide the center with an

opportunity to complete programs that will benefit both the

public and the food industry.

First, the center should conclude its review of

GRAS Petition 3GO016 which recognizes the safety of a number

of enzymes. The GRAS 16 Petition was accepted for filing by

the agency in April of 1973, over twenty-five years ago.

The petition seeks GRAS affirmation for a significant number

of enzymes that are used in

While the enzymes

have been affirmed as GRAS,

the remaining enzymes. The

food products today.

from animal and plant sources

there is no final regulation for

GRAS 16 Petition is the lynch

pin for much of the food biotechnology industry. The source

organisms and the enzymes listed in the petition are the

basic building blocks of biotechnology.
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Furthermore, any safety concerns related to these

and enzymes have been resolved long ago. All that

-emains to be done is the

Affirmation regulations.

publication of the applicable GRAS

At the recent Food Update ’98, you

iaid that you wanted to abandon the center’s traditional

~ethod of trying to push thousands of tiny pebbles up a

~ountain and, instead, focus the center’s efforts on

)rograms that can be accomplished in a timely manner.

You spoke of getting a few boulders up and over

:he mountain.

:hose boulders

ago .

We feel the GRAS

that should have

16 Petition is one of the

been cleared a long time

Another program that needs to be pushed over the

nountain is the GRAS notification regulation. The

t-egulation is currently in the proposed stage and needs to

~e made final. ETA is not alone in its frustration over the

current GRAS affirmation petition process. The system has

been a dismal failure. Not only does it keep new and safer

food products off the market, the current system has an

adverse effect on food safety.

One of the questions

notice announcing this meeting

asked in the Federal Register

was whether there are any

issues that directly affect consumer safety that are not

being adequately addressed. We believe that the failure of

the GRAS affirmation process falls in this category.
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The resource-intensive GRAS petition process needs

o be replaced with a more streamlined notification system

o that vital agency resources can be redirected to address

ood issues that are a priority with respect to public-

Lealth concerns.

In addition, a simpler,

Notification system would provide

more effective, GRAS

an incentive for

manufacturers to inform FDA of their GRAS determinations.

This would improve FDA’s ability to insure safer foods by

.ncreasing the agency’s awareness of the composition of the

~ation’s food supply and the cumulative dietary exposure to

YZAS substances.

The process would also allow BATF and USDA to

Lmprove their review of ingredients by providing the food

industry with an FDA statement on the ingredients instead of

ielaying the review while securing an FDA consideration. A

~inal GRAS notification would go a long way towards

Fulfilling these vital needs.

Finalizing the GRAS notification process also help

address many

narketing is

nurrent GRAS

international concerns. International

hit particularly hard by the failure of the

affirmation process. It is difficult for

manufacturers to globally market even unquestionably safe

products under a self affirmation. And, as we noted earlier

when discussing the GRAS 16 Petition, they can wait a
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~arter of a century for an FDA affirmation of GRAS status.

By finalizing a GRAS notification regulation that

?rovides a public statement of FDA’s acceptance of

Notifications, the agency could, with one easy step, provide

:he public with a vastly improved and safer food supply.

fihile commenting on the notification process, we also

~ncourage FDA to add the notifications to its Internet

~ebsite, similar to what is being done for biotechnology

?roducts.

Our third recommended top priority is the

~ontinuation of the center’s final consultation program for

~iotechnology products. Since 1994, developers of

biotechnology-derived food products have been encouraged to

submit summaries of their safety and nutritional assessments

to the FDA.

This provides the FDA with important information

concerning what products are being produced and gives the

agency a chance to address issues before new products are

marketed. The FDA’s biotechnology system has been very

successful. This is, in part, due to the center’s use of

new technology. For example, a list of products that has

undergone

the FDA’s

community

the final consultation process is maintained on

Internet web page.

This is helpful both to the biotechnology

and the general consumer. Up to this point, FDA
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las recognized the vital role that biotechnology plays in

~ssuring a safe food supply for an ever-increasing world

?opulation. ETA would

m science rather than

like to encourage the agency to rely

emotion when addressing the issue of

>iotechnolog-y-derived  foods.

For example, several special-interest groups

recently filed a law suit against the FDA claiming that the

~gency should require special labeling on genetically

nodified foods. The thrust of their argument appears to be

Smotional . They are attempting to stir up a public outcry

~y preying on an uniformed public’s fear of new technology.

The FDA had it right when it published its policy

m biotechnology in 1986 and, again, in 1992. With proper

safeguards, biotechnology can provide a safe and more

abundant food supply. Therefore, we urge the center to

~ontinue to monitor the safety and nutritional value of

~iotechnology-derived  foods through the consultation

?rocess.

Lastly, ETA recommends that the center immediately

renew its contract with the Food Chemicals Codex. The five-

year contract between the Codex and the FDA expired last

year and the agency has yet to renew its agreement to fund

this essential service. Although the Codex has been able to

survive through contract extensions and frugal use of its

resources, the Codex will be totally unfunded as of October,
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.998 if nothing is done.

Without funding, the

Altogether. This would deal a

.ndustry and the FDA. Despite

126

Codex may cease to exist

severe blow to both the food

the FDA’s recent decision not

:0 renew the Codex contract, the agency has long recognized

:he benefit of using the Codex as a reference for

specifications and methodologies.

The Codex is incorporated by reference in a

oultitude of food-additive regulations including amino

~cids, aspartame, and polydextrose, to name a few.

Likewise, Section 170.30(h) of the FDA regulations

specifically states that any substance listed or affirmed as

XULS must conform to all applicable food-grade

specifications of the Codex.

One reason the FDA has found it convenient to

reference the Codex is that it is continuously updated.

17his is an invaluable service to the FDA. If the Codex

~eased to exist or is not updated, the agency would not only

~ave to go back and revise all the regulations that

reference the Codex but it would also have to continuously

nonitor the specifications and methodologies contained in

those revisions.

It is not hard to imagine that, due to budgetary

constraints, much like those addressed here today, updating

these regulations could be delayed for years, slowing the
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process of innovative new food processes.

We realize that many in the FDA believe that

industry does not do its part in funding the Codex. While

it is true that industry does not provide direct monetary

support, industry has a long history of investing heavily in

the Codex by providing invaluable information and analysis.

This is in recognition that industry and the FDA need the

Codex.

Additionally, as the Federal Register notice

announcing this meeting pointed out, the Codex has grown in

significance as more and more of our nation’s food supply is

either imported or exported. Food regulatory bodies around

the world, including the FDA, have begun to recognize that

harmonized international standards are not just a good idea.

They are essential of the country is going to compete in

today’s global marketplace.

I will just

and we appreciate the

Thank you.

MR. LEVITT:

close and say thank you for your time

opportunity to speak

Thank you very much.

here today.

Next is Richard Cristol, Calorie Control Council.

Calorie Control Council

MR. CRISTOL: Good afternoon. My name is Richard

Cristol. I am the Washington representative for the Calorie

Control Council which is an international association which,
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